Background {#Sec1}
==========

Optimal aging may be defined as the capacity to function across many domains (physical, functional, cognitive, emotional, social, and spiritual) to one's own satisfaction and despite one's medical conditions \[[@CR1]\]. The realization of optimal aging is of vital importance since the proportion of older persons in the population is expected to increase in both Sweden and the rest of Europe \[[@CR2],[@CR3]\]. Today, persons above 67 years of age constitute about 17% of the Swedish population and are expected to constitute 21% by the year 2020 \[[@CR3]\]. Additionally, the number of aging persons who migrate from one country of residence to another is rising \[[@CR4]\]. Persons who have migrated to Sweden constitute 13% of the population over 65 years of age, and this figure is expected to increase to 15% by 2020 \[[@CR3]\]. According to the parliamentary bill on research \[[@CR5]\], the aging population will pose challenges to Swedish health and welfare services, with increased costs for care and healthcare. However, the parliamentary bill also points out that research on aging and health can contribute to great gains, both health-wise and economically, for individuals as well as for society as a whole. In addition, it stresses that the focus should be on using evidence-based knowledge, health promotion, interdisciplinarity, and a person-centred approach \[[@CR5]\]. In view of the above information, it is clear that research on the health of older persons who have experienced migration is an area of utmost importance.

The National Board of Health and Welfare in Sweden emphasises that healthcare should systematically integrate and target specific health-promoting and disease-preventive interventions daily to provide equal healthcare for the whole Swedish population \[[@CR6]\]. However, aging persons might not have equal opportunities to enjoy good health because of factors at an individual (micro), group (meso), or societal (macro) level, which can limit a person's capability for optimal aging. Individual factors (e.g. physical health and cognition), group factors (e.g. family and community), and societal factors (e.g. laws and healthcare services) can at any given time form the basis for an individual's capability set, i.e. what an individual actually can or cannot do \[[@CR7]\]. For instance, we know today that there are inequities in health status associated with ethnicity \[[@CR8]\], and persons who have migrated to Sweden run a greater risk of developing cardiovascular diseases and mental illness than their native-born counterparts \[[@CR9],[@CR10]\]. In addition, conceptions of health and aging among persons who were born abroad may be shaped by the process of migration, and thus differ from the ones held by native Swedes \[[@CR11]\]. Hence, based on a growing body of knowledge that suggests that age-related decline can be delayed \[[@CR12]\], health promotion for older persons could be a strategy for achieving optimal aging. Health promotion is a process that enables people to increase control over and improve their health \[[@CR13]\]. It aims to empower individuals by strengthening their capabilities to enhance accomplishment in everyday living and self-efficacy \[[@CR14]\]. In targeting equality in the Swedish healthcare context, it is essential to design and evaluate health-promoting initiatives for older persons born abroad.

The persons who would probably benefit most from a health-promoting programme are those who have not yet reached any restrictions in activity level \[[@CR15]\], are pre-frail (having less than three of five physical frailty criteria \[[@CR16]\]), or are at risk of frailty \[[@CR17],[@CR18]\]. Frailty is a state of decreased reserve resistance to stressors as a result of cumulative decline across multiple physiological systems, which cause vulnerability to different outcomes \[[@CR19]\]. The prevalence of frailty increases with age and is associated with an elevated risk of adverse health outcomes, such as dependence, falls, hospitalisation, institutionalisation, and mortality \[[@CR19],[@CR20]\]. Older persons who have experienced migration are often excluded from research studies because of linguistic and other barriers \[[@CR21]\], limiting the knowledge of healthcare needs within these groups. In addition, they can be at double jeopardy for developing frailty, and are often described as a vulnerable group exposed to isolation and mental illness, as well as having language problems when seeking healthcare services. However, older persons who were born abroad are a heterogeneous group of people, originating from many different countries and with different healthcare needs. Therefore, a person-centred approach to health-promotion, aiming to recognise each person's different and constantly changing experiences and requirements, is desirable. It can ensure that the persons concerned are able to influence their own healthcare processes, a factor that has been shown to have a significant impact on older persons' experiences of the overall quality of care \[[@CR22]\]. Person-centredness entails shared decision-making, meaning that all decisions concerning care, treatment, rehabilitation, and health-promoting activities ought to be taken in partnership \[[@CR23]\].

A literature review and meta-analysis of health-promoting programmes targeting aging persons who have culturally and linguistically diverse backgrounds have shown that research in this area is very limited (Lood Q, Häggblom-Kronlöf G, Dahlin-Ivanoff S: Unpublished observations). To our knowledge, there is no health-promoting programme that integrates a person-centred approach for older persons who were born abroad and are at risk of developing frailty. However, the continuing analyses of a recently completed randomised controlled trial (RCT), 'Elderly Persons in the Risk Zone' \[[@CR24]\], is providing growing evidence that a health-promoting programme targeting pre-frail persons 80 years and older can achieve good results. Two different interventions have been evaluated: 1) a single preventive home visit and 2) a group-based intervention with four senior meetings and one follow-up home visit. The senior meetings show the most advantageous results, including delayed deterioration in self-rated health, dependence in activities of daily life (ADL), and morbidity \[[@CR25]-[@CR27]\]. Further, qualitative interviews show that this intervention is perceived as a key to action, supporting self-change towards healthier life style choices \[[@CR28]\]. The hypothesis in 'Elderly Persons in the Risk Zone' was that if an intervention is conducted when older persons are pre-frail, then it is possible to prevent or delay deterioration in health. This hypothesis, and the design and content used in the evidence-based 'senior meetings' intervention (with minor adaptation), ought to apply to older pre-frail persons born abroad.

Consequently, the present study, 'Promoting Aging Migrants' Capabilities', was designed, aiming to implement and evaluate the aforementioned evidence-based, health-promoting intervention ('senior meetings') with a person-centred approach for two of the largest groups of aging persons who have migrated to Sweden; persons from Finland and persons from the Balkan Peninsula \[[@CR29]\]. In preparation for the study, interviews were held with older persons who have experienced migration, and focus groups were conducted with personnel working in the targeted urban district \[[@CR30],[@CR31]\]. Additionally, collaboration was initiated with reference groups of older persons from the target group living in the city in question to gather knowledge and provide guidance on how to adapt the original intervention protocol to older persons in the target population.

The implementation of a new method or approach in a healthcare organisation may face resistance or various difficulties; it is often not a simple and straightforward process. Therefore, various factors need to be studied and assessed, such as usability, adaptations, barriers, fidelity, and anticipated impact. To broaden the perspective, the present study will evaluate both intervention effects in the target group (outcome) and the results of the implementation process (output). To fully understand the intervention and implementation process, a mix of methods will be used. This approach will hopefully contribute to improving the capabilities of older persons who are born abroad to age optimally in the Swedish welfare context. This paper presents the design of the Promoting Aging Migrants' Capabilities Study, an RCT as well as an implementation study, which was written in accordance with the SPIRIT guidelines for study protocol content \[[@CR32],[@CR33]\], and the CONSORT recommendations for reporting pragmatic RCTs \[[@CR34]\].

Aims and research questions for the study {#Sec2}
-----------------------------------------

The overall aim of the Promoting Aging Migrants' Capabilities Study is to implement the evidence-based 'senior meetings' intervention among older persons who have migrated to Sweden, a person-centred approach to health promotion to support optimal aging in the Swedish context. The study aims to prove the following two hypotheses:If a health-promoting programme is introduced when older persons who were born abroad are pre-frail, it is possible to prevent or delay deterioration in health (i.e. dependence in ADL, self-rated health) and life satisfaction.The design and content of the evidence-based senior meetings can be used in the context of older persons who have migrated to Sweden.

Specifically, the study addresses the following research questions:Can a person-centred, health-promoting programme for older persons who were born abroad:Prevent decline in physical function, activity performance, leisure pursuits, and life satisfaction?Be a supportive factor in the social network, and if so, how?Have an impact on the consumption of care?Could the design and content of the evidence-based senior meetings:Be adapted for older persons who have migrated to Sweden, and if so, how?Support self-change behaviour, and if so, how?Be implemented with high fidelity?How do older persons who were born abroad, and the personnel in the targeted urban district, experience the programme, its significance, and importance for health?

Methods/Design {#Sec3}
==============

The Promoting Aging Migrants' Capabilities Study has a descriptive, analytical, and experimental design. It is both an RCT and an implementation study, containing the collection and analysis of both qualitative and quantitative data. The combination of quantitative and qualitative methods in the study will best answer the research questions, as well as taking advantage of the strengths of both methodological approaches \[[@CR35]\]. The participants in the RCT are randomised into two study arms (one intervention and one control group), and outcomes at 6- and 12-month follow-ups will be analysed. A pilot study has been conducted before the full-scale RCT to assess the feasibility of the programme, and has guided the final protocol (Lood Q, Gustafsson S, Dahlin Ivanoff S: Unpublished observations). The implementation part of the study has a case study design \[[@CR36]\], and will be carried out alongside the RCT. In addition, individual in-depth interviews of both participants and personnel will be conducted to determine the perceived effect and significance of the programme.

Study context {#Sec4}
-------------

Activities in care and healthcare for older persons in Sweden include a number of actors that interact in different ways. Medical care is predominantly performed in the public sector (80%), and healthcare costs are financed mainly through taxes and government grants. Cities and municipalities are responsible for services for older persons. The aim of these services is to ensure that older persons are able to live as independently as possible in their own homes. When older persons are no longer able to manage daily life independently, they can apply for assistance from the municipal home help service. The extent of such support is subject to an assessment of needs; it may include meals on wheels, help with cleaning and shopping, assistance with personal care, safety alarms, transportation services, and healthcare.

The location of the Promoting Aging Migrants' Capabilities Study is an urban district in a medium-sized city in the western part of Sweden. The urban district is situated outside the city centre, but within city limits, with the majority of living accommodations consisting of blocks of flats. In 2013, the total population was 49,920 persons of which 5,491 (11%) were 65 years or older \[[@CR37]\]. Fifty per cent of all inhabitants in the urban district were born in countries outside Sweden (other Nordic countries as well as countries within and outside Europe). The most frequently represented countries of birth, regardless of the person's age, were in descending order: Iraq, Iran, Finland, Bosnia-Herzegovina, and the former Yugoslavia. The latter three were, however, dominant countries of birth for persons 65 years or older. There are no available statistics of causes of immigration for residents in the targeted urban district, but these causes would likely mirror those for Sweden as a whole: work/studies, escape from war, family ties, and other reasons. In 2012, the general education level and income level of residents in the urban district were lower, and the sickness rate higher, than in the population of the city as a whole \[[@CR37]\].

Intervention {#Sec5}
------------

The intervention implemented in the Promoting Aging Migrants' Capabilities Study is the evidence- and group-based, health-promoting 'senior meetings' programme. The main purpose of the senior meetings is to facilitate discussion of the aging process and to provide tools and strategies to enable participants to solve various problems that may arise at home so that they can remain living at home in a safe and secure way. A booklet containing different aspects of health self-management (e.g. physical activity, medication, nutrition, assistive devices, adaptation of housing, memory, quality of life) is used as material for group discussions \[[@CR38]\]. The senior meetings also inform participants of what the municipality provides in the form of local meeting places, activities run by local associations, physical training for seniors, walking groups, and possibilities of offering or accepting help on a voluntary basis. Available help and support offered by the municipality are addressed and discussed. Identification of risks for falls and advice on how to prevent them are also included. For an overview of the chapters in the booklet and the profession responsible for each section, see Table [1](#Tab1){ref-type="table"}.Table 1**Themes from the booklet used in senior meetings in the promoting aging migrants' capabilities studyThemes from the bookletPrincipal professional** **\***AgingPTPhysical activity helps keep you physically fitPTFood is a prerequisite for healthPTYou can take care of problems with your healthRNHow to use medicinesRNTo cope with everyday lifeOTYou do not need to feel insecureOTTechnology in everyday lifeOTWill I lose my memory?OTLife events and quality of life during agingSWAnyone who needs help can get helpSW\*Physiotherapist (PT), registered nurse (RN), occupational therapist (OT), and social worker (SW).

The senior meetings are conducted by an operative group consisting of professionals employed in the urban district: an occupational therapist, a registered nurse, a physiotherapist, and a social worker. All professionals receive education and training on the programme content, and on leading groups prior to study commencement. The programme comprises four weekly senior meetings in small groups (four to six participants), in addition to an individual follow-up home visit two to three weeks after the last senior meeting. Having groups enables the possibility of peer education with participants learning from each other \[[@CR39]\], and a person-centred approach increases the possibilities for participants to be seen as experts on their own situation \[[@CR40]\]. Respect for the participant and his/her values and giving each participant the opportunity to maintain and develop his/her control over his/her own everyday activities, is essential in the meetings.

Some minor but important adaptations of the original senior meetings protocol \[[@CR24]\] were made when designing the Promoting Aging Migrants' Capabilities Study. First, since several languages were to be involved, the study adopted a bilingual approach, where all written participant material is printed in Swedish and the participants' mother tongue. Recordings of material to compact disc (CD) in participants' preferred languages are also available. If needed and sought, interpreters are engaged in study activities. Second, based on the dialogue with the reference groups, a section covering how to handle post-traumatic stress in everyday life was added to the booklet. Third, when the booklet was revised, some smaller sections that were deemed redundant by personnel in the urban district were removed to reduce the text. Finally, to further clarify and consolidate the person-centred approach, seminars based on scientific literature and dialogue were held jointly with the operative group and research group.

In this intervention, the risk of causing adverse events is judged to be low. However, any unforeseen harm will be documented by the operative group and reported to both the research group and the steering committee. When necessary, adequate responsive actions, for instance referral to medical care, will also be taken. To promote comparability of RCT study groups, concomitant care and interventions during participation in the study will be avoided as much as possible. Participants randomised to the control group will not be included in the intervention, but will receive conventional care on their own initiative, as well as undergoing study baseline and follow-up assessments.

Design of the RCT {#Sec6}
-----------------

A brief structured summary of the RCT part of the Promoting Aging Migrants' Capabilities Study is provided in Table [2](#Tab2){ref-type="table"}.Table 2**A brief structured summary of the RCT part of the promoting aging migrants' capabilities study** **\*Data categoryInformation**Primary registry and trial identifying numberClinicalTrials.gov NCT01841853Date of registration in primary registry10 April 2013Secondary identifying numbers-Source(s) of monetary or material supportThe Swedish Research Council, the Centre for Person-Centred Care (GPCC) at Gothenburg University, SwedenPrimary sponsorThe University of Gothenburg, SwedenSecondary sponsor(s)The City of Gothenburg, SwedenThe Region of Västra Götaland, SwedenContact for public queriesSDI, synneve.dahlin-ivanoff@.gu.seContact for scientific queriesSDI, synneve.dahlin-ivanoff@.gu.se, the Sahlgrenska Academy at the University of Gothenburg, Institute of Neuroscience and Physiology/Section for Health and Rehabilitation, SwedenPublic titleThe Promoting Aging Migrants' Capabilities StudyScientific titleThe Promoting Aging Migrants' Capabilities Study: a person-centred approach to health promotion for persons 70+ who have migrated to SwedenCountries of recruitmentSwedenHealth condition(s) or problem(s) studiedHealth promotion for older persons born abroadIntervention(s)Intervention: 4 senior meetings and 1 follow-up home visitControl: Conventional care and follow-upKey inclusion and exclusion criteriaAges eligible for study: ≥ 70 years; Sexes eligible for study: both; Accepts healthy volunteers: YesInclusion criteria: adult person (≥70 years); born in Finland or any of the four countries in the Balkan Peninsula; living in an urban district in a medium-sized city; living in ordinary housing; not dependent on informal or formal help in daily activitiesExclusion criteria: impaired cognition \[Mini Mental State Examination (MMSE) below 80% of administered items\]Study typeInterventionalAllocation: randomised; Intervention model: parallel assignment; Masking: non-blindPrimary purpose: Health promotionPhase IIIDate of first enrolment08 August 2012Target sample size130Recruitment statusRecruitingPrimary outcomeActivities of Daily Living (ADL)Key secondary outcomesFrailty indicators, falls and fear of falls, symptoms, depression, healthcare consumption, self-rated health, life satisfaction, leisure activities, assistive technology, and social support\*WHO Trial Registration Data Set.

### Study population {#Sec7}

The intention is that the study group should comprise as representative a sample as possible of older persons in the urban district who have migrated to Sweden. For pragmatic reasons, particularly considering the need for language resources, we chose to include persons from two of the largest immigrant groups in the targeted urban district, one Nordic country (Finland) and one European region (the Balkan Peninsula, including the countries Bosnia-Herzegovina, Croatia, Montenegro, and Serbia, the populations who share their mother tongue). Persons eligible for the RCT must therefore comply with all of the following criteria for randomisation: born in Finland or any of the selected four countries in the Balkan Peninsula (Bosnia-Herzegovina, Croatia, Montenegro, and Serbia); 70 years of age or older; living in ordinary housing in the urban district; and not dependent on informal or formal help in daily activities. The only exclusion criterion is impaired cognition (Mini Mental State Examination (MMSE) below 80% of administered items \[[@CR41]\]).

### Outcomes {#Sec8}

Activities of daily living (ADL) is the primary outcome measure \[[@CR42],[@CR43]\]. Secondary outcome measures are: physical frailty indicators (mobility, strength, balance, cognition, nutrition, fatigue, physical activity, and visual impairment), falls and fear of falls, symptoms, depression, healthcare consumption, self-rated health, life satisfaction, leisure activities, assistive technology, and social support. The outcomes have, to a large extent, been tested for validity and reliability. All outcome measures are to be assessed at baseline and at the 6- and 12-month follow-ups. Details are provided in Table [3](#Tab3){ref-type="table"}.Table 3**Outcome measurements and follow-ups in the RCT part of the promoting aging migrants' capabilities studyPrimary outcomeMeasurementT0T1T2baseline6-months12-months**Activities of Daily Living (ADL)The ADL-staircaseXXX**Secondary outcomeMeasurement**FatigueThe Mob-T scaleXXXGrip strengthNorth Coast-dynamometerXXXPhysical activityQuestionnaireXXXPhysical and domestic activity scaleXXXBalanceThe Berg balance scaleXXXGait speedFour-meter walking testXXXWeight lossThe Göteborg Quality of Life InstrumentXXXCognitionMini Mental State Examination (MMSE)XXXVisual impairmentKM-visual acuity chartXXXFallsQuestionnaireXXXFear of fallsQuestionnaireXXXSymptomsThe Göteborg Quality of Life InstrumentXXXDepressionGDS 20XXXHealthcare consumptionRegister dataXXXSelf-rated healthSF 36 (one question)XXXLife satisfactionFugl-Meyer -LiSatXXXParticipation/Leisure activitiesQuestionnaireXXXAssistive technologyQuestionnaireXXXSocial supportQuestionnaireXXX

### Recruitment, participant timeline, and randomisation {#Sec9}

The results of the pilot study preceding this full-size RCT (Lood Q, Gustafsson S, Dahlin Ivanoff S: Unpublished observations) indicated that the recruitment procedure described in the original protocol for the senior meetings \[[@CR24]\] needed to be adjusted to be more effective. Therefore, a plan consisting of three waves of recruitment strategies was adopted. The waves are hierarchical and an appropriate wave was to be added if an antecedent wave was unsuccessful in reaching the target number for inclusion. The first wave implies that participants are drawn at random from official registers in the urban district. All addresses, equally divided between the populations (Finland and the four countries in the Balkan Peninsula), are listed in random order (two separate lists). Based on the sampling lists, participants will be consecutively included in the study until the decided sample size is reached (n≥65 from each population). Letters will be sent to all randomly selected persons asking them to participate in the study. Invited participants also receive a description of the study, how it is to be conducted, and what is expected of those consenting to participate. The letter stresses the fact that participation is voluntary; it is followed by a telephone call about 1--2 weeks later. If no telephone number is to be found in public records, a second letter with a request to make contact by telephone is sent. During the call, the persons will be informed verbally about the study and given the opportunity to ask questions if anything is unclear. They are also asked personally if they would like to participate, while again stressing that participation is voluntary. Everyone who fulfils the criteria for inclusion and decides to participate is randomised by the research assistant after baseline assessment to one of the two groups using sealed, opaque envelopes prepared by an unattached researcher. Participants living together in the same household are allocated to the same group. Wave two is identical to wave one but involves an expansion of the targeted area to also include another adjacent urban district with similar demographics. Finally, wave three entails word-of-mouth promotion through one-chain snowballing \[[@CR44]\]. This strategy uses former study participants and key persons in the aforementioned reference groups to facilitate spreading information about the study. Interested persons fulfilling inclusion criteria are invited to contact the operative group for further information and to undergo baseline assessment when appropriate. The third wave also includes local radio station advertisements containing brief information in the participants' mother tongue on the study and how to contact the operative group. A detailed overview of the planned flow of participants is provided in Figure [1](#Fig1){ref-type="fig"}.Figure 1**Planned flow of participants in the Promoting Aging Migrants' Capabilities Study.**

The invitation process and data collection are conducted by trained research assistants and conducted in the language preferred by the participant. The standardised baseline assessment comprises an interview, measurements, and observation. Follow-up data, identical to the baseline assessment except for demographics, will be collected in both groups at 6- and 12 months after the intervention. The complete data collection form, as well as consent and participant information forms, can be retrieved by contacting the first author (SG) or last author (SDI). In addition, information on reasons for any non-adherence (e.g. discontinuation of intervention) and non-retention (i.e. consent withdrawn or lost to follow-up) will be collected. Data from municipal registers will also be obtained and used to study care consumption.

The recruitment of participants began in autumn 2012 and is planned to be completed by the end of December 2014. The intervention began at the same time as the inclusion, and will be completed no later than 6 months after the last inclusion. The 12-months follow-up will be completed in January 2016. A detailed study timeline is shown in Table [4](#Tab4){ref-type="table"}.Table 4**Promoting aging migrants' capabilities study timelinePeriod:2009-20122012/Q1 -- Q22012/Q3 -- Q42013/Q1 -- Q22013/Q3 -- Q4Activities:**Establish contactsFormation of research organisationTraining of personnelRecruitment of participantsRecruitment of participantsPre-planningEstablishing study protocolRecruitment of participantsInterventionInterventionFormation of steeringInterventionData collectionData collectioncommitteeData collectionPilot studyPilot study publication**Period2014/Q1 -- Q22014/Q3 -- Q42015/Q1 -- Q22015/Q3 -- Q42016/Q1 -- Q2Activities:**Recruitment of participantsRecruitment of participantsData collectionData collectionArticle writingInterventionInterventionData analysesData analysesDissemination of resultsData collectionData collectionArticle writingArticle writingStudy protocol publicationData analysesReporting to funding agenciesArticle writing

### Masking (blinding) {#Sec10}

Because of the nature of the intervention, neither participants nor the professionals in the urban district can be blinded to allocation in the RCT. In addition, supported by the pilot study results, assessors cannot be blinded since we need to match assessors and participants linguistically. Finally, we also assume that there would be less attrition if the participants could meet the same assessor at most of the follow-ups.

### Power calculation {#Sec11}

The power calculation was based on results gained in the preceding study 'Elderly Persons in the Risk Zone' \[[@CR24]\], using the Berg balance scale as a basis. The Berg balance scale is one of the secondary outcome variables (range 0--56), with assumed mean values for the intervention and control groups of 32 and 28, respectively (15% difference), and a standard deviation of 8 in both groups. To be able to detect a significant difference between the two groups in a two-sided test with a significance level of 0.05 and 80% power, we need at least 65 persons in each group. Therefore, a total of at least 130 persons will be included.

### Data management {#Sec12}

All participant information, including informed consent forms, interviews on audio files, etc., will be stored separately from study records identified by code number in locked file cabinets in areas with limited access. The original data collection forms are to be stored in numerical order in a secure and accessible place and manner for a period of 10 years after completion of the study. An external research assistant will enter data into the computer and also perform quality control of the database. During and after the study completion, the research group will have access to the full database. Any modifications to data written to the database will be documented in a log book linked to the database. Regular back-ups of the database will be undertaken automatically by the university's information technology department. The main database, as well as local databases, will be secured with password-protected access systems.

No data monitoring committee will be needed since risks in connection with this study are minimal, there is a fixed target figure for included participants, and no interim analyses are planned. Even so, the research group, and ultimately the research leader, will be responsible for database security and quality.

### Statistical analyses {#Sec13}

Analyses of intervention outcomes and change over time will be made on the basis of the intention-to-treat principle, which means that participants will be analysed on the basis of the group to which they were randomised \[[@CR45]\]. Standard adjustment of analyses according to eventual differences between groups at baseline will be made if necessary. After a thorough examination of the characteristics of collected data, the research group will consider different options for handling missing data. One possibility is the imputation method used in the preceding study 'Elderly Persons in the Risk Zone' \[[@CR25],[@CR26]\], where a missing value was imputed with a value based on the median change of deterioration (MCD) between two measuring points (baseline and respective follow-up) of all those who participated at both measuring points. However, other methods of handling missing data will also be considered, and a final decision will be made by the lead researcher in consultation with a renowned statistician. Regardless of the method chosen, sensitivity analyses will be performed to compare the results to complete case analyses \[[@CR46]\]. Although it is desirable, no subgroup analyses are predetermined. Instead, a valuation of the quality of collected data will determine if and which of these analyses are possible. Both descriptive and analytical statistics will be used to compare the groups and to measure change over time. Non-parametric statistics will be used in all cases where ordinal data are to be analysed; otherwise, parametric statistics will be used. A *p-*value of 0.05 or less will be considered significant. Statistical analyses will be performed using IBM SPSS Statistics for Windows, Version 22.0 (Armonk, NY, USA: IBM Corp. Released 2013).

Design of the implementation study {#Sec14}
----------------------------------

### Theoretical basis {#Sec15}

The implementation in any given context can be seen as a dynamic process involving several phases. The knowledge-to-action model (KTA) \[[@CR47]\] forms an overarching theoretical framework for the implementation process, which involves all stakeholders (i.e. researchers, decision-makers, and users) as they cooperatively transform an intervention into practice. The goal of the [KTA]{.smallcaps} model is to enhance health status through knowledge creation and action, both of which consist of ideal phases (Figure [2](#Fig2){ref-type="fig"}). The focus, as regards the aim of this study, is the action cycle (application), where the evidence-based senior meetings intervention is implemented into practice. In this practice, it is important to identify components that support or inhibit the implementation. To evaluate the impact in an implementation results in new knowledge, which can form a basis for creating useful and practically applicable strategies, tools, and products to be used in similar contexts in the future.Figure 2**The knowledge-to-action model \[** [@CR47] **\].**

### Study population {#Sec16}

In addition to participants recruited for the RCT part of the study, members of the steering committee (five persons), the research group (nine persons), and the operative group (four persons) will be included in the population for the implementation study.

### Data collection and analysis {#Sec17}

Several aspects of the senior meeting implementation will be studied: the feasibility of the recruitment method; its effectiveness; hindrances at all levels (personal, professional, organisational); eventual adaptations of the recruitment method and intervention; and intervention fidelity. It is essential to report that even though the Promoting Aging Migrants' Capabilities Study uses a predetermined intervention protocol, it entails possibilities for adaptation by answering to any contextual needs. For instance, the recruitment of participants will be closely monitored with openness to adaptation by the development of new strategies, as well as strategies for participant adherence to intervention and follow-ups. Any adaptation to the intervention protocol is decided, documented, and evaluated in collaboration with the operative group, research group, and steering committee at regular scheduled audits throughout the study. Further, an evaluation of whether the design and content of the senior meetings support self-change by participants will be conducted. As recommended for case studies, multiple sources of data collection will be used, thereby enabling triangulation \[[@CR36]\]. Data will be collected throughout the study; methods include direct observations, qualitative interviews, questionnaires, and study documentation. Data analysis will be done in accordance with guidance given for each distinct data collection method, and thereafter aggregated for final results.

Qualitative studies {#Sec18}
-------------------

In addition to the study of intervention effects and implementation output, it is important to find out how participants and personnel in the urban district experience different aspects of the health-promoting programme. This will be done using individual interviews. These interviews will give the respondents opportunities to highlight their priorities in their own way and may reveal ideas that are not anticipated by the researchers \[[@CR48]\]. In addition, the complex factors that affect habits and ways of thinking about health in the context of migration will be illuminated.

### Data collection and analysis {#Sec19}

Individual interviews, which may be characterized as semi-structured 'in-depth' interviews, will be carried out with study participants and personnel in the urban district. The interviews aim to elicit the individual experiences and perceptions of participating in a person-centred and health-promoting intervention. We will consider the balance between male and female study participants. The interviews will be audio-taped, transcribed verbatim, and analysed, to identify patterns and themes in the statements \[[@CR49],[@CR50]\]. The qualitative data will enable an analysis of similarities and differences between the perceptions and experiences of participants and personnel at both the individual and group level. Results of the qualitative studies may contribute important knowledge to the evaluation of the study as a whole.

Ethical considerations {#Sec20}
----------------------

The ethical problems that may arise in the study primarily concern those who receive intervention versus those persons who receive conventional care. If the intervention proves effective and has a positive effect on the health and wellbeing of participants, then it will be offered to everyone in the study control group once the study has been completed. In addition, there is a risk of experiencing questions in the data collection form as tiring or bothersome, which was also addressed in the pilot study (Lood Q, Gustafsson S, Dahlin Ivanoff S: Unpublished observations). Overall, the risk is small compared with the benefit that participants will gain from obtaining information and support (the intervention group) and regular assessment and discussion of their own capacity. Nevertheless, the researchers will be observant of signs that may indicate fatigue, and in such cases will make the visit short and return on a later occasion. If, however, a participant experiences substantial difficulties coping or has a temporary lack of motivation, and this becomes a threat to continued participation, a revised version of the data collection form with a few prioritised items will be offered as an alternative to the full version.

The risk of stigmatisation of persons born abroad and ethical dilemmas about dividing persons based on age and country of birth were carefully weighed against the importance of visualising inequities between different groups of people. Health and healthcare inequities due to age and migration status will never be bridged if researchers continue to exclude aging persons who are born abroad or who do not speak the dominant language. Regarding language, inclusion of persons who have a different mother tongue from the researchers requires specific ethical consideration. It is always important to ensure that everyone who participates is aware of what they consent to, and when dealing with linguistic differences, consideration must be given to linguistic preferences of participants. In the present study, all participants were able to choose the language they preferred to be addressed in. The Regional Ethical Review Board in Gothenburg approved this study (reference \#821-11). The final approval document, as well as the informed consent form to be signed by participants, can be retrieved by contacting the first author (SG) or the last author (SDI).

Study sponsors and organisation {#Sec21}
-------------------------------

The Promoting Aging Migrants' Capabilities Study is a collaborative study between three sponsors in western Sweden: the Sahlgrenska Academy at the University of Gothenburg, the city of Gothenburg, and the region of Västra Götaland. The study organisation consists of a steering committee with representatives of the sponsors and the two other parties in the organisation (the research group and the operative group in the targeted urban district). Representation on the steering committee enables the three sponsors to play a role in agreement of the final study protocol and review of study progress. The sponsors have no role, however, in the analyses and interpretation of study data or the decision to submit results. For detailed information on the members of each respective organisational party and its area of responsibility, see Table [5](#Tab5){ref-type="table"}.Table 5**Study organisation parties in the promoting aging migrants' capabilities study and respective area of responsibilitySteering committeeResearch groupOperative group**• The lead researcher, professor, also representing the University, SDI• A lead researcher, professor, SDI• A team leader of the operative group, a social worker• A senior consultative researcher, professor, SL• One senior researcher, KW• A registered occupational therapist• A representative of the targeted city• Two junior researchers, SG, GHK• A registered physiotherapist• A representative of the health department of the targeted region• Four doctoral students• A registered nurse• The team leader of the operative group• One research assistantOrganising steering committee meetingsStudy planningPreparation of brochure with study informationAgreement on final study protocolStudy design and conductRecruitment of participantsReviewing progress of study and if necessary agreeing changes to the protocolEthics committee applicationsConducting interventionBudget administration and decisionPreparation of study protocol and revisionsRandomisationBaseline assessmentResponsible for study master databaseData verificationMaintenance of study information technology system and data entryFollow-up data collectionPublication of study reports

Study protocol amendments {#Sec22}
-------------------------

Any modifications to the protocol that may impact the conduct of the study or potential benefit of the participant, including changes in study objectives, study design, population, sample sizes, study procedures, or significant administrative aspects, will require a formal amendment to the protocol. Such amendment will be agreed upon by the steering committee, and approved by the Regional Ethical Review Board in Gothenburg prior to implementation. Administrative changes to the protocol are minor corrections and/or clarifications that have no effect on the way the study is to be conducted. These administrative changes will be agreed upon by the steering committee, and will be documented in meeting records.

Dissemination policy {#Sec23}
--------------------

Research articles with different focuses (e.g. the intervention outcome, the implementation output, and qualitative papers) will be submitted to relevant scientific journals. Individuals who fulfil authorship criteria should not remain hidden and should have authority over manuscript content. Similarly, those who do not fulfil such criteria should not be granted authorship. No professional writer will be employed in the writing of articles, but language validators will be engaged. The research findings are planned to be presented at appropriate national and international conferences. Information about results relevant to politicians, policy makers, and relevant personnel will be made at scheduled meetings. In addition, information for participants and the public will be given at public meetings in easily accessible premises in the targeted urban district, starting not later than 1 year after completion of the study. Popular science reports and summary research information in the participants' mother tongue will also be compiled and made publically available.

For transparency, upon written request from recognized researchers in the field, the study's lead researcher will consider sharing deidentified data. Such actions will be decided in line with the policy at the University of Gothenburg, and will be considered no later than 3 years after the collection of the 1-year post-randomisation interviews.

Discussion {#Sec24}
==========

It is critical that every clinical study has a complete and transparent protocol, which can facilitate trial conduct and appraisal by communicating relevant information to key stakeholders. In response, the present study protocol of the Promoting Aging Migrants' Capabilities Study addresses all recommendations for the minimum relevant protocol items to include in a study protocol as recommended by SPIRIT \[[@CR32],[@CR33]\]. In addition, the RCT part of our study is written in accordance with recommendations for reporting pragmatic randomised controlled trials \[[@CR34]\]. However, no guideline for how to report implementation or qualitative studies has been found, which explains why these parts of the study protocol have a more free composition. Even so, by providing this composite information, we intend to adequately convey the complexity of the design of this combined RCT and implementation study.

In designing the Promoting Aging Migrants' Capabilities Study, we address older persons who have migrated to Sweden, which is a growing proportion of the older population. The older persons who have experienced migration are an under-prioritised group for which more research is needed not only to throw light on their need for medical and social care (and how their needs may best be met), but also to implement already-existing evidence-based knowledge within the health service, welfare, and special services.

Health-promoting interventions among older persons can lead to great gains, both health-wise and economically, for both the individual and society. They can prevent the onset of injury and illness and support optimal aging. Specifically, we expect this study to show positive effects on ADL, self-rated health, and life satisfaction, and to be cost-effective in terms of lower costs for healthcare and social services. We also anticipate that the implementation will contribute important knowledge about how to transfer an evidence-based, person-centred, health-promoting programme from one context to another. In addition, the qualitative studies will highlight important aspects of the participants' experiences of the intervention, its relevance to health, and their perception of what can be effective. Overall, the results may be useful for optimising the implementation of person-centred, health-promoting initiatives and for improving the capabilities for optimal aging among older persons born in Finland and countries in the Balkan Peninsula in the Swedish healthcare context.
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